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1 9. (Amended) A method fcr determining an amount of one of two types 
[measuring amounts] of thyroglobulin in \ \ fluid sample originating from a living body, the two 
types of thvroglobulin in the sample beinj ; [containing] a specific thyroglobulin, which is 
thyroglobulin having a [specific] sugar ch lin with a specific structure to which a specific lectin 
or a specific antibody is capable of bindingb and other thyroglobulin , which is thyroglobulin 
having a sugar chain other than the specific sugar chain to which said specific lectin or said 
specific antibody is capable of binding; [andlother ingredients;] the method comprising the steps 
of: 1 

(a) adding [using] an anti-thyroglofoulin antibody reactive with both the specific 
thyroglobulin and the other thyroglobulin [havfing the sugar chain other than the specific sugar 
chain to which said specific lectin or said specific antibody is capable of binding, contained in] to 
the sample forming conjugates of the anti-thyro]globulin antibody and all the thyroglobulin in the 
sample [, to measure the total amount of the specific thyroglobulin and the other thyroglobulin 
based upon the reaction thereof with the anti-thymglobulin antibody], 

(b) adding [using] said specific lectin dr said specific antibody [for reacting with the 
specific thyroglobulin contained in] to the sample flprming conjugates of said specific lectin or 
said specific antibody with the specific thyroglobulin conjugates formed in (a) [, to measure an 
amount of the specific thyroglobulin based upon the reaction thereof with said specific lectin or 
said specific antibody], and \ 
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(c) determining the amount of sp 



amount of the specific thvroglobulin conjug; 



and(b)]. 



dfic [other] thyroglobulin by measuring the 



tes formed in (b) [from the difference between (a) 



2 1 . (Amended) A method for determining both a total amount and an amount of one 
of two types [measuring amounts] of thyroglobulin in a fluid sample originating from a living 
body, the two types of thvroglobulin in the sample being [containing] a specific thyroglobulin, 
which is thyroglobulin having a [specific] sugar chain with a specific structure to which a 
specific lectin or a specific antibody is capable M binding; and other thvroglobulin , which is 
thvroglobulin having a sugar chain other than the specific sugar chain to which said specific 
lectin or said specific antibody is capable of binqing; [and other ingredients;] the steps 
comprising: 

(a)(i) adding to the sample [allowing thel specific thyroglobulin to react with] said 
specific lectin or said specific antibody forming conjugates of said specific lectin or said specific 
antibody with the specific thvroglobulin , and 

(ii) adding to the sample [allowing botH the specific thyroglobulin and the other 
thyroglobulin having the sugar chain other than saifi specific sugar chain to which said specific 
lectin or said specific antibody is capable of binding to react with] an anti-thyroglobulin 
antibody reactive with both the specific thyroglobulim and the other thyroglobulin forming 
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conjugates of the anti-thyroglobulin antibody and all the thvroglobulin in the sample including 
specific thvroglobulin conjugates formed in (a) , and 

(b)(i) determining a total [an] amount of conjugates formed [the reaction product] of the 
anti-thyroglobulin antibody with both oi the specific thyroglobulin and the other thyroglobulin 
[having the sugar chain other than said specific sugar chain to which said specific lectin or said 
specific antibody is capable of binding], and 

(ii) determining an amount of conjugates formed [the reaction product] of said 
specific lectin or said specific antibody witH the specific thyroglobulin^ 

wherein determining the amount of conjugates formed in (b)(i) corresponds to the total 
amount of thvroglobulin and determining the amount of conjugates formed in (b)(ii) corresponds 
to the amount of specific thvroglobulin . \ 

22. (Amended) A method for determining malignancy of a thyroid tumor, 
comprising: I 

( 1 ) measuring the total amount of thyroglobulin and an amount of one of two types of 
thyroglobulin in a fluid sample originating from a lwing body, the two types of thvroglobulin in 
the sample being [containing] a specific thyroglobulm, which is thyroglobulin having a [specific] 
sugar chain with a specific structure to which a specific lectin or a specific antibody is capable of 
binding; and other thvroglobulin , which is thyroglobuffi n having a sugar chain other than the 
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specific sugar chain to which said specific 
[and other ingredients;] the steps compris 
(a)(i) adding to the sample [alio 



lectin or said specific antibody is capable of binding; 
ng: 

ing the specific thyroglobulin to react with] said 



specific lectin or said specific antibody fo 



-Q] m 



specific antibody with the specific thvroglc bulin , and 



(ii) adding to the sample [allowing both the specific thyroglobulin and the other 



thyroglobulin having the sugar chain other 
lectin or said specific antibody is capable o 
antibody reactive with both the specific th 



ing conjugate- 1 of said specific lectin or said 



han said specific sugar chain to which said specific 
binding, to react with] an anti-thyroglobulin 
globulin and the other thyroglobulin forming 



conjugates of the anti-thvro globulin antibody and all the thyroglobulin in the sample including 
specific thyroglobulin conjugates formed in ia\ and 

(b)(i) determining an amount of co njugate- 1 formed in step [the reaction product] 
of said specific lectin or said specific antibody with the specific thyroglobulin, and 

(ii) determining a total [an] amour* of conjugates formed in step (d)(ii) [the reaction 
product] of the anti-thyroglobulin antibody with both of the specific thyroglobulin and the other 
thyroglobulin [having the sugar chain other thap said specific sugar chain to which said specific 
lectin or said specific antibody is capable of binding], and 

(2) determining the malignancy of top thyroid tumor [based on the amounts obtained 
in (b)(i) and (b)(ii)] by comparing the calculated yatio with a predetermined ratio from a fluid 
sample originating from a living body having: 
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0 



0) 



normal thyroid 



(ii) benign thyroid: or 



(in) thyroid carcinoma; 
the calculated ratio of the fluid sample originating from a living body having thyroid carcinoma 
being significantly higher or lowefr than that of the fluid sample originating from a living body 
having the normal thyroid or the flfrid sample originating from a living body having the benign 
thyroid. 



26. The method according to [claims 19-22 and 24] claims 19, 21, and 31-38 , wherein 
said specific antibody is one reactive with a Lewis type sugar chain. 



,1 



27. (Amended) A reagent for determining an amount of one of two types 
[measuring amounts] of thyroglobulin in a fluid sample originating from a living body, the two 
types of thyro globulin in the sample being [containing] a specific thyroglobulin, which is 
thyroglobulin having a [specific] sugar chain with a specific structure to which a specific lectin 
or a specific antibody is capable of binding; and^ otherlthvro globulin , which is thyroglobulin 
having a sugar chain other than the specific sugdrlchain to which said specific lectin or said 
specific antibody is capable of binding; [and oth^^redients;] the reagent comprising: 

(a) an anti-thyroglobulin antibody reactive with both the specific thyroglobulin and 
the other thyroglobulin to form conjugates of the anti-thyroglobulin antibody and all the 
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thvroglobulin in the sample [having the sugar chain other than said specific sugar chain to which 
said specific lectin or said specific antibody is capable of binding, contained in the sample, 
wherein the total amount of the specific thyreoglobulin and the other thyroglobulin is determined 
based upon a reaction thereof with the anti-thvroglobulin antibody], 

(b) said lectin or said antibody for reacting with the specific thyroglobulin contained 



in the sample to form conjugates of said specific 



lectin or said specific antibody with the specific 



thvroglobulin conjugates formed in (a) [, wherein an amount of the specific thyroglobulin is 
determined based upon a reaction thereof with said specific lectin or said specific antibody], 

whereby said reagent when added to the sample forms conjugates which can be separated 



and measured thereby determining the amount oi 



one of the two types of thvroglobulin in the 



sample [an amount of the other thyroglobulin car 
between (a) and (b)]. 



be measured from the determination difference 



28. (Amended) A reagent for < 

\ 

fluid sample originating from a living body 



deteraijTiing a malignancy of a thyroid tumor from a 
the Alo types of thyroglobulin in the sample being a 



specific thvroglobulin, which is thvroglobulki 



lg a sugar chain with a specific structure to 



which a specific lectin or a specific antibody is capable of binding; and other thvroglobulin, 
which is thvroglobulin having a sugar chain other than the specific sugar chain to which said 
specific lectin or said specific antibody is capable olbinding; the reagent comprising: 
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(a) an anti-thyroglobulin antibody reactive with the [a] specific thyroglobulin 
[, which is thyroglobulin having a specific sugar chain to which a specific lectin or a specific 
antibody is capable of binding] and other thyroglobulin to form conjugates of the anti- 
thyroglobulin antibody and all the thyroglobulin in the sample [having a sugar chain other than 
one to which said specific lectin or said specific antibody is capable of binding, in a sample 
originated from a living body, for determining a total amount of thyroglobulin], and 

(b) said specific lectin or said specific antibody for reacting with the specific 
thyroglobulin to form conjugates of said specific lectin or said specific antibody with the 
specific thyroglobulin conjugates formed in (a) [and for determining an amount of the specific 
thyroglobulin in the sample], 

whereby the malignancy of a thyroid tumor can be determined when said reagent 
added to the sample forms conjugates which can be separated and measured thereby determining 
the amount of one of the two types of thyroglobulin in the sample which corresponds the 
malignancy of the thyroid tumor [on the basis of the total amount of thyroglobulin obtained by 
using (a) and the amount of the specific thyroglobulin obtained by using (b)]. 



Please add new claims 30-58 as follows: 

-30. A method of determining malignancy of a thyroid tumor comprising: 
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(1) measuring the total amounjt of thyroglobulin in a fluid sample originating from a 
living body and (a) an amount of specific thyroglobulin having a specific sugar chain to which a 
specific lectin or a specific antibody isl capable of binding; or, (b) the amount of thyroglobulin 
having a sugar chain other than the specific sugar chain; 

(2) calculating a percent ratio of (a) the total thyroglobulin to the amount of specific 
thyroglobulin; or (b) the total thyroglobulin to the amount of thyroglobulin other than the 
specific thyroglobulin; and 

(3) determining the malignancy df the thyroid tumor by comparing the calculated ratio 
with a predetermined ratio from a fluid sajnple originating from a living body having: 

(a) normal thyroid; 

(b) benign thyroid; or 

(c) thyroid carcinoma; 
the calculated ratio of the fluid sample^origpating from a living body having thyroid carcinoma 
being significantly higher or lower than thatlof the fluid sample originating from a living body 



having the normal thyroid or the flui 
thyroid. 



sampll 



31. A method for determfnmg an 
fluid sample originating from a living body, 
specific thyroglobulin, which is thyroglobulin 



riginating from a living body having the benign 



amount of one of two types of thyroglobulin in a 
two types of thyroglobulin in the sample being a 
laving a sugar chain with a specific structure to 
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which a specific lectin or a specific antibody is capable of binding; and other thyroglobulin, 
which is thyroglobulin having a sugar chain other than the specific sugar chain to which said 

is clr 



specific lectin or said specific antibody 
of: 



)able of binding; the method comprising the steps 



(a) adding to the sample the specific lectin or the specific antibody, and an anti- 
thyroglobulin antibody- 1, capable of binding to all thyroglobulin, to form a conjugate- 1 of the 
anti-thyroglobulin antibody- 1 — the specific thyroglobulin — the specific lectin, or the anti- 
thyroglobulin antibody- 1 ~ the specific thyrogllbulin - the specific antibody and a conjugate-2 
of the anti-thyroglobulin antibody- 1 — the other\hyroglobulin, 

(b) determining an amount of the specific thyroglobulin on the basis of the conjugate- 
1 content; and/or 

(c) determining an amount of tlje otherp^roglobulin on the basis of the conjugate-2 
content. 



32. A method for determining an amoun^of one of two types of thyroglobulin in a 
fluid sample originating from a living body, the two types of thyroglobulin in the sample being a 
specific thyroglobulin, which is thyroglobulin having L sugar chain with a specific structure to 



which a specific lectin or a specific antibody is capable 
which is thyroglobulin having a sugar chain other than 



of binding; and other thyroglobulin, 
the specific sugar chain to which said 
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\ 



specific lectin or said specific antibody is capable of binding; the method comprising the steps 
of: 

(a) adding to the sample the specific lectin or the specific antibody to form a 
conjugate of the specific lectin — the specific} thyroglobulin or the specific antibody — the 
specific thyroglobulin, 

(b) separating both the conjugate djnd the other thyroglobulin, and 

(c) determining an amount of the specific thyroglobulin on the basis of the conjugate 
content; and/or 

(d) determining an amount of the separated other thyroglobulin. 



33. A method for determining an amo 



j one of two types of thyroglobulin in a 



fluid sample originating from a living body, the two types of thyroglobulin in the sample being a 
specific thyroglobulin, which is thyroglobuliri having a slgar chain with a specific structure to 
which a specific lectin or a specific antibody^; capafyl^of binding; and other thyroglobulin, 
which is thyroglobulin having a sugar chain other tlwi the specific sugar chain to which said 
specific lectin or said specific antibodjri^ the method comprising the steps 

of: 



(a) adding to the sample the specific lectin 
thyroglobulin antibody- 1, capable of binding 
antibody-2, capable of binding to thyroglobulin but not 



liic lectin pr 
to all thyco 



pr the specific antibody, an anti- 
globulin, and an anti-thyroglobulin 
capable of binding to thyroglobulin to 
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which the specific lectin or the specific antibody is already bound, to form a conjugate-1 of the 
anti-thyroglobulin antibody- 1 the specific thyroglobulin — the specific lectin , or the anti- 
thyroglobulin antibody-1 - the specific thyroglobulin — the specific antibody, and a conjugate-2 
of the anti-thyroglobulin antibody-1 — the other thyroglobulin — the antibody-2, 

(b) separating the conjugate-1 and the conjugate-2, and 

(c) determining an amount of the specific thyroglobulin on the basis of the conjugate- 
1 content; and/or 

(d) determining an amount of the o|ther thyroglobulin on the basis of the conjugate-2 
content. 



34. A method for determining an amount of one of two types of thyroglobulin in a 
fluid sample originating from a living body, theJwo types of thyroglobulin in the sample being a 
specific thyroglobulin, which is thyroglobulin having a sugar chain with a specific structure to 
which a specific lectin or a specific antibody is capable of binding; and other thyroglobulin, 
which is thyroglobulin having a sugar chain otner than the specific sugar chain to which said 
specific lectin or said specific antibody l^apable \f binding; the method comprising the steps 
of: 



(a) adding to the sample the specific leqtin 
thyroglobulin antibody-2, capable of binding to thyro 
thyroglobulin to which the specific lectin or the spe 



or the specific antibody and an anti- 
globulin but not capable of binding to 
ific antibody is already bound, to form a 
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conjugate-1 of the specific lectin ~ the specific thyroglobulin, or the specific antibody ~ the 
specific thyroglobulin, and a conjugate-2 of the anti-thyroglobulin antibody-2 - the other 
thyroglobulin, 

(b) separating the conjugate-1 and conjugate-2 formed in the step (a), 

(c) adding the anti-thyroglobulin antibody-1, capable of binding to all thyroglobulin, 
to the conjugate-2 formed in the step (a), to form a conjugate-3 of the anti-thyroglobulin 
antibody-2 - the other thyroglobulin the anti-thyroglobulin antibody-1, 

(d) determining an amount of the specific 
1 content; and/or 

(e) determining an amount of the other thyroglobulin on the basis of the conjugate-3 
content. 



35. A method for determining an amount 



fluid sample originating from a living body, th^two 
specific thyroglobulin, which is thyroglobulin haying 



thyroglobulin on the basis of the conjugate- 




of one^of two types of thyroglobulin in a 



of thyroglobulin in the sample being a 



a sugar chain with a specific structure to 
which a specific lectin or a specific antibody is capable of binding; and other thyroglobulin, 
which is thyroglobulin having a sugar chain other than the specific sugar chain to which said 
specific lectin or said specific antibody is capable ofjbinding; the method comprising the steps 
of: 
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(a) adding to the sample the specific lectin or the specific antibody and an anti- 

s i 

thyroglobulin antibody-2, capable of binding to thyroglobulin but not capable of binding to 
thyroglobulin to which the specific lectin or the specific antibody is already bound, to form a 
conjugate- 1 of the specific lectin — the specific thyroglobulin, or the specific antibody — specific 
thyroglobulin, and a conjugate-2 of the anti-thyioglobulin antibody-2 ~ the other thyroglobulin, 

(b) separating the conjugate- 1 and the conjugate-2, and 

(c) determining an amount of the specific thyroglobulin on the basis of the conjugate- 
1 content; and/or 

(d) determining an amount of the oth er thyroglobulin on the basis of the conjugate-2 
content. 



36. A method for determining an amount o^f one of two types of thyroglobulin in a 

' I 

fluid sample originating from a living ibody, the two types of thyroglobulin in the sample being a 
specific thyroglobulin, which is thyrogW) alin hdvirig a sugar chain with a specific structure to 
which a specific lectin or a specific antiboay^s^ipable of binding; and other thyroglobulin, 
which is thyroglobulin havingv^sugar chain other than the specific sugar chain to which said 



specific lectin or said specific antibody is capable 
of: 



(a) dividing the sample into a first portion and a second portion; 



of binding; the method comprising the steps 
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(b) (i) adding to the first portioti the specific lectin or the specific antibody to cause the 

precipitation of the specific thyroglobulin ~ the specific lectin, or the specific 
thyroglobulin —the specifi\antibody conjugate; 

(ii) separating the precipitated conjugate from the other thyroglobulin; and 

(iii) determining an amount of the other thyroglobulin of the remainder of the sample; 
and/or 

(c) (i) determining an amount of the total thyroglobulin of the second portion; and/or 
(ii) determining an amount of the specific thyroglobulin from the difference between 

an amount of the total thyroglobulin and the amount of the other thyroglobulin 
obtained in step (b)(iii). 




37. A method for determiningsah amount of one of two types of thyroglobulin in a 
fluid sample originating from a living body^the two types of thyroglobulin in the sample being a 
specific thyroglobulin, which is thyroglobulin having a sugar chain with a specific structure to 
which a specific lectin or a specific antibody is capable of binding; and other thyroglobulin, 
which is thyroglobulin having a sugar chain other than the specific sugar chain to which said 
specific lectin or said specific antibody is capable of binding; the method comprising the steps 
of: 
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(a) adding to the sample the speci^c lectin or the specific antibody to form a 
conjugate of the specific thyroglobulin —the specific lectin, or the specific thyroglobulin — the 
specific antibody; 

(b) adding to the sample an antibody- 1, capable of binding to all thyroglobulin, to 
form a conjugate- 1 of the antibody- 1 — the specific thyroglobulin — the specific lectin or 
antibody- 1 -- the specific thyroglobulin — the specific antibody and a conjugate-2 of the 
antibody- 1 - the other thyroglobulin; 

(c) separating the conjugate- 1 and the conjugate-2; and 

(d) determining an amount of the specific thyroglobulin on the basis of the conjugate- 
1 content; and/or 

(e) determining an amount of the qther thyroglobulin on the basis of the conjugate-2 
content. 



38. A method for determining an amount of one of two types of thyroglobulin in a 
fluid sample originating from a living body, the two types of thyroglobulin in the sample being a 
specific thyroglobulin, which is thyroglobulin having a sugar chain with a specific structure to 
which a specific lectin or a specific antibody is capable of binding; and other thyroglobulin, 
which is thyroglobulin having a sugar chain other than the specific sugar chain to which said 
specific lectin or said specific antibody is capable of binding; the method comprising the steps 
of: 
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(a) dividing the sample into a First portion and a second portion; 

(b) (i) adding to the first portion the specific lectin or the specific antibody to form a 

conjugate of the specific thyroglobulin - the specific lectin, or the specific 
thyroglobulin -the specific antibody; 

(ii) adding to the first portion an antibody-2, capable of binding to thyroglobulin but 
not capable of binding to thyroglobulin to which the specific lectin or the specific 
antibody is already bound, to form a conjugate of the other thyroglobulin - 
antibody-2; and 

(iii) determining the amount of the other thyroglobulin on the basis of the 
measurement of the other thyroglobulin - antibody-2 conjugate formed in step 
(b)(ii); and/or 



(c)(i) determining an amount of the total thyroglobulin of the second portion; and 
(ii) determining an amount of the sJecif/c thyroglobulin from the difference between 
an amount of the total thyroglobulin and the amount of the other thyroglobulin 
obtained in step (b)(iii). 

39. A method for determining malignancy of a thyroid tumor comprising: 
(1) measuring the total amount of and an amount of one of two types of thyroglobulin in 
a fluid sample originating from a living body, the two types of thyroglobulin in the sample being 
a specific thyroglobulin, which is thyroglobulin having aiugar chain with a specific structure to 
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which a specific lectin or a specific antibody is capable of binding; and other thyroglobulin, 
which is thyroglobulin having a sugar chain other than the specific sugar chain to which said 
specific lectin or said specific antibody is capable of binding; the method comprising the steps 
of: \ 

(a) adding to the sample the specific lectin or the specific antibody, and an anti- 
thyroglobulin antibody- 1, capable of binding to all thyroglobulin, to form a conjugate-1 of the 
anti-thyroglobulin antibody- 1 — the specific xhyroglobulin - the specific lectin, or the anti- 
thyroglobulin antibody- 1 — the specific thyroglobulin ~ the specific antibody and a conjugate-2 
of the anti-thyroglobulin antibody- 1 — the othqr thyroglobulin, 

(b) determining an amount of the specific thyroglobulin on the basis of the conjugate- 
1 content; and/or 

(c) determining an amount of the othep* thyroglobulin on the basis of the conjugate-2 
content. 

(2) calculating a percent ratio <j>((a) the^iount of total thyroglobulin to the amount 
of specific thyroglobulin; or (b) the amountlof total thyroglobulin to the amount of other 




thyroglobulin; and 

(3) determining the malignancy of the thyroid tumor by comparing the calculated 
ratio with a predetermined ratio from a sample derived from a living body having: 

(a) normal thyroid; 

(b) benign thyroid; or 
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(c) thyroid carcinoma; 
the calculated ratio of the fluid sample originating from a living body having thyroid carcinoma 
being significantly higher or lower than that oftthe fluid sample originating from a living body 
having the normal thyroid or the fluid sample oi[iginating from a living body having the benign 
thyroid. 



40. A method for determining malignancy of a thyroid tumor comprising: 



(1) measuring the total amount of and an amount of one of two types of thyroglobulin 
in a fluid sample originating from a living body, tie two types of thyroglobulin in the sample 
being a specific thyroglobulin, which is thyroglobulin having a sugar chain with a specific 
structure to which a specific lectin or a specific ^fifijB^dy is capable of binding; and other 
thyroglobulin, which is thyroglobulin having a sugar ^jiain other than the specific sugar chain to 
which said specific lectin or said specific antibJdy jk' capable of binding; the method comprising 
the steps of: 

(a) adding to the sample the specific lectin or the specific antibody to form a 
conjugate of the specific lectin — the specific thyroglobulin or the specific antibody - the 
specific thyroglobulin, 

(b) separating the conjugate from the othe^ thyroglobulin, and 

(c) determining an amount of the specific tjhyroglobulin on the basis of the conjugate 
content; and/or 
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(d) determining an amount of the separated other thyroglobulin; 

(2) calculating a percent ratio of (a) me amount of total thyroglobulin to the amount of 
specific thyroglobulin; or (b) the amount of tojal thyroglobulin to the amount of other 
thyroglobulin; and 

(3) determining the malignancy of the thyroid tumor by comparing the calculated ratio 

i 

with a predetermined ratio from a sample derived from a living body having: 

(a) normal thyroid; 

(b) benign thyroid; or 

(c) thyroid carcinoma; 

the calculated ratio of the fluid sample originating from a living body having thyroid carcinoma 
being significantly higher or lower than that of the fluid sample originating from a living body 
having the normal thyroid or the fluid sample originating from a living body having the benign 
thyroid. 



41 . A method for determining malignancy ot a thyroid tumor comprising: 
(1) measuring the total amount of and an amount of one of two types of thyroglobulin 
in a fluid sample originating from a living body, the two types of thyroglobulin in the sample 



being a specific thyroglobulin, which is thyroglobulin having a sugar chain with a specific 
structure to which a specific lectin or a specific antibody is capable of binding; and other 



thyroglobulin, which is thyroglobulin having a sugar chain other than the specific sugar chain to 
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which said specific lectin or said specific\antibody is capable of binding; the method comprising 
the steps of: 

(a) adding to the sample (i) the Specific lectin or the specific antibody, (ii) an anti- 
thyroglobulin antibody- 1, capable of binding to all thyroglobulin, and (iii) an anti-thyroglobulin 
antibody-2, capable of binding to thyroglobulin but not capable of binding to thyroglobulin to 
which the specific lectin or the specific antibody is already bound, to form a conjugate- 1 of the 
anti-thyroglobulin antibody- 1 - the specific thyroglobulin - the specific lectin, or the anti- 
thyroglobulin antibody- 1 — the specific thyroglobulin ~ the specific antibody, and a conjugate-2 
of the anti-thyroglobulin antibody- 1 - the other thyroglobulin - the anti-thyroglobulin antibody- 
2, 

(b) separating the conjugate- 1 and thfe c^njugate-2, and 

(c) determining an amount o^ihe specific thyroglobulin on the basis of the conjugate- 
2 content; and/or / 1 

(d) determining an amounM)f the other thyroglobulin on the basis of the conjugate-2 
content; 

(2) calculating a percent ratio of the amount of total thyroglobulin to the amount of 
specific thyroglobulin; or the amount of total thyroglobulin to the amount of other thyroglobulin; 
and 

(3) determining the malignancy of the thyroid tumor by comparing the calculated 
ratio with a predetermined ratio from a sample derived from a living body having: 
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(a) normal thyroid; 

(b) benign thyroid; or 1 

(c) thyroid carcinoma; 
the calculated ratio of the fluid sample originating from a living body having thyroid carcinoma 
being significantly higher or lower than that of the fluid sample originating from a living body 
having the normal thyroid or the fluid sample originating from a living body having the benign 
thyroid. 



42. A method for determining mafc^gnancy of a thyroid tumor comprising: 
(1) measuring the total amount of and an amount of one of two types of thyroglobulin 
in a fluid sample originating from a living ^b^yj^e two types of thyroglobulin in the sample 
being a specific thyroglobulin, which is thyroglobulip having a sugar chain with a specific 
structure to which a specific lectin or a specific ai^jbody is capable of binding; and other 
thyroglobulin, which is thyroglobulin having a sugar chain other than the specific sugar chain to 



which said specific lectin or said specific antibody is capable of binding; the method comprising 
the steps of: 

(a) adding to the sample the specific lectin or the specific antibody and an anti- 
thyroglobulin antibody-2, capable of binding to thyroglobulin but not capable of binding to 



lit 



thyroglobulin to which the specific lectin or the specific antibody is already bound, to form a 
conjugate- 1 of the specific lectin — the specific thyroglobulin, or the specific antibody — the 
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specific thyroglobulin, and a conjugate-2^of the anti-thyroglobulin antibody-2 » the other 
thyroglobulin, 

(b) separating the conjugate- 1 and conjugate-2 formed in the step (a), 

(c) adding the anti-thyroglobulin antibody- 1, capable of binding to all thyroglobulin, 
to the conjugate-2 formed in the step (a) to form a conjugate~3 of the anti-thyroglobulin 
antibody-2 ~ the other thyroglobulin — the anti-thyroglobulin antibody- 1, 

(d) determining an amount of the specific thyroglobulin on the basis of the conjugate- 
1 content; and/or 

(e) determining an amount of the other thyroglobulin on the basis of the conjugate— 3 
content, 

(2) calculating a percent ratio of (a) the arri^unt of total thyroglobulin to the amount 
of specific thyroglobulin; or (b) the amount <[)f total tl^foglobulin to the amount of other 
thyroglobulin; and 

(3) determining the malignancy of the thyroid tumor by comparing the calculated 
ratio with a predetermined ratio from a sample derived from a living body having: 

(a) normal thyroid; 

(b) benign thyroid; or 

(c) thyroid carcinoma; 
the calculated ratio of the fluid sample originating from a living body having thyroid carcinoma 
being significantly higher or lower than that of the fluid sample originating from a living body 
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having the normal thyroid or the fluid sample originating from a living body having the benign 
thyroid. 

43. A method for determining maljgnancy of a thyroid tumor comprising: 
(1) measuring the total amount of and an amount of one of two types of thyroglobulin 
in a fluid sample originating from a living bod^, the two types of thyroglobulin in the sample 
being a specific thyroglobulin, which is thyroglbbulin having a sugar chain with a specific 
structure to which a specific lectin or a specific Intibody is capable of binding; and other 
thyroglobulin, which is thyroglobulin having a slgar chain other than the specific sugar chain to 
which said specific lectin or said specific antibody is capable of binding; the method comprising 
the steps of: 

(a) adding to the sample the specific lectin or the specific antibody and an anti- 
thyroglobulin antibody-2, capable of binding tojhyioglobulin but not capable of binding to 



;^ttwro 
tlie speci 



thyroglobulin to which the specific lectin or tlie specific antibody is already bound, to form a 



i. 



conjugate- 1 of the specific lectin — the specific thyroglobulin, or the specific antibody » the 

w I 

specific thyroglobulin, and a conjugate-2 of the anti-thyroglobulin antibody-2 ~ the other 
thyroglobulin, 

(b) separating the conjugate-1 and the conjugate-2, and 

(c) determining an amount of the specific liyroglobulin on the basis of the conjugate- 



1 content; and/or 



\ 
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(d) determining an amount \of the other thyroglobulin on the basis of the conjugate-2 
content, 

(2) calculating a percent ratii> of the amount of total thyroglobulin to the amount of 
specific thyroglobulin; or the amount of total thyroglobulin to the amount of other thyroglobulin; 
and 

(3) determining the malignancy of the thyroid tumor by comparing the calculated 
ratio with a predetermined ratio from a sample derived from a living body having: 

(a) normal thyroid; 

(b) benign thyroid; or 

(c) thyroid carcinoma; 

being significantly higher or lower than that of the fluid sample originating from a living body 
having the normal thyroid or the fluid sample originating from a living body having the benign 
thyroid. 





44. A method for determining malignancy of a thyroid tumor by measuring the 
thyroglobulin content of a fluid sample originating jfrom a living body, the sample containing a 
specific thyroglobulin, which is a thyroglobulin having a sugar chain with a specific structure to 
which a specific lectin or a specific antibody is capable of binding and other thyroglobulin, 
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which is thyroglobulin having a sugar chain other than the specific sugar chain to which said 
specific lectin or said specific antiboc^ is capable of binding; the steps comprising: 



(1) (a) dividing the sample into a first portion and a second portion; 

(b) (i) adding to the firlt portion the specific lectin or the specific antibody to 
cause the precipitation of the specific thyroglobulin — the specific lectin, 
or the specific thyreoglobulin « the specific antibody conjugate; 

(ii) separating the precipitated conjugate from the other thyroglobulin; and 

(iii) determining an amount of the other thyroglobulin of the remainder of the 
sample; and/or 

(c) (i) determining an amount of the total thyroglobulin of the second portion; 
and 

(ii) determining an amouht of the specific thyroglobulin from the difference 
between the ajpount of llL total thyroglobulin and the amount of the other 
thyroglobulin obtained in step (b)(iii), 

(2) calculating a percent ratio y c^the aliount of total thyroglobulin to the amount of 

y \ 

specific thyroglobulin; or the amount of total thyroglobulin to the amount of other thyroglobulin; 
and 

(3) determining the malignancy of the thyroid tumor by comparing the calculated 
ratio with a predetermined ratio from a sample derivld from a living body having: 

(a) normal thyroid; 
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(b) benign thyroid; or 

(c) thyroid carcinoma; 
the calculated ratio of the fluid sample originating from a living body having thyroid carcinoma 
being significantly higher or lower than that of Ithe fluid sample originating from a living body 
having the normal thyroid or the fluid sample originating from a living body having the benign 
thyroid. 



45. A method for determining malignancy of a thyroid tumor by measuring the 
thyroglobulin content of a fluid sample originatiJg from a living body, the sample containing a 
specific thyroglobulin, which is a thyroglobuhn-having a sugar chain with a specific structure to 

7 \\ 

which a specific lectin or a specific antibody is capable of binding and other thyroglobulin, 

specific lectin or said specific antibody is capable of binding; the steps comprising: 

(l)(a) adding to the sample the^pecific lectin or the specific antibody to form a 
conjugate of the specific thyroglobulin - the specific lectin, or the specific 
thyroglobulin - the specific antibody; 
(b) adding to the sample an antibody-1, capable of binding to all thyroglobulin, to 
form a conjugate- 1 of the antibody-1 the specific thyroglobulin — the specific 
lectin or antibody-1 — the specific thyroglobulin — the specific antibody and a 

\ 

conjugate-2 of the antibody-1 - the other thyroglobulin; 
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(c) separating the conjugated and the conjugate-2; and 

(d) determining an amount onthe specific thyroglobulin on the basis of the conjugate- 
1 content; and/or \ 

(e) determining an amount of the other thyroglobulin on the basis of the conjugate-2 
content, \ 

(2) calculating a percent ratio of the amount of total thyroglobulin to the amount of 
specific thyroglobulin; or the amount of total thyroglobulin to the amount of other thyroglobulin; 
and 

(3) determining the malignancy of the thyroid tumor by comparing the calculated 
ratio with a predetermined ratio from a sample derived from a living body having: 

(a) normal thyroid; 

(b) benign thyroid; or 

(c) thyroid carcinoma; 
the calculated ratio of the fluid sample originating from a living body having thyroid carcinoma 
being significantly higher or lower than that of the fluid sample originating from a living body 
having the normal thyroid or the fluid sample originating from a living body having the benign 
thyroid. 



46. A method for determining malignancy of a thyroid tumor by measuring the 
thyroglobulin content of a fluid sample originating from a liying body, the sample containing a 
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specific thyroglobulin, which is a thyreoglobulin having a sugar chain with a specific structure to 
which a specific lectin or a specific antibody is capable of binding and other thyroglobulin, 
which is thyroglobulin having a sugar chain! other than the specific sugar chain to which said 
specific lectin or said specific antibody is capable of binding; the steps comprising: 
(l)(a) dividing the sample into a first portion and a second portion; 

(b)(i) adding to the first portion the specific lectin or the specific antibody to 
form the conjugate of this specific thyroglobulin — the specific lectin, or 
the specific thyroglobulin - the specific antibody; 

(ii) adding to the first portion an antibody-2, capable of binding to 
thyroglobulin but not capable of binding to thyroglobulin to which the 
specific lectin or ific antibody is already bound; and 

(iii) determining an amt^it of the other thyroglobulin on the basis of the 
measurement of the otlier thyroglobulin - antibody-2 conjugate formed in 



step (b)(ii); and/or_ 

i 

(c)(i) determining an amount of the total thyroglobulin of the second portion; 

and 

(ii) determining an amount of the ^specific thyroglobulin from the difference 
between the amount of the total thyroglobulin and the amount of the other 
thyroglobulin obtained in step (b)(iii). 
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(2) calculating a percent ratio of the total thyroglobulin to the amount of the specific 
thyroglobulin; or the total thyroglobulin to the amount of other thyroglobulin; and 

(3) determining the malignancy of the thyroid tumor by comparing the calculated 
ratio with a predetermined ratio from a sample originating from a living body having: 



(a) normal thyroid; 

(b) benign thyroid; or 

(c) thyroid carcinoma; '■, 

the calculated ratio of the fluid sample originating from a living body having thyroid carcinoma 
being significantly higher or lower than that of the fluid sample originating from a living body 
having the normal thyroid or the fluid sample ^ri^n^mg from a living body having the benign 
thyroid. 




47. The method of claims 22, 30, and 3 9-46\ wherein said specific antibody is one 
reactive with an Lewis type sugar chains 



48. The method according to claims 22, 30 ana 39-46, wherein the sugar chain with 
the specific structure is one found in thyroglobulin which\is produced by a carcinoma cell.- 



REMARKS 



Claims 15, 19, 21-22, 26-28 and new claims 30-48 are pending in this application. 



